08 July 2005

Office of Nutritional Products, Labelingah8 ﬁletﬁy SépLeneR®s ZAFS-800)
Food and Drug Administration :

200 C Street SW o A

Washington, DC 20204 T A

To whom it may concern, ‘\‘;,{1 e ‘_,;MM”; -

Pursuant to 21 CFR 101 93 (a) (2), Tréditmnal Medicinals, Inc., 4515 Ross Road
Sebastopol, California 95472 hereby notifies the FDA that It is making the
following statements covered by the referenced regulatlon for its;

Just for Kids Organic Tummy Comfort’" Herbal Dietary. Supplement containing
1,500 mg of a proprietary blend of, in order of predominance, -organic lemon
balm leaf (Melissa officinalis L.), organic chamomile flower (Matricaria
recutita L.), and orgamc peppermint leaf (Mentha X prpenta L.): “Tummy
Ache Tea.”

Contraindications: Do not use if your child has known allergies to plants of the
| Asteraceae (daisy) famﬂy such as calendula, chamomile, echinacea, or yarrow.
Consult a pediatrician prior to use if your child has gallstones, gallbladder or
bile-duct obstruction, h1atal herma, or acid reflux.

The undersighed certufles that Vthe information contained in this notice is
- complete and accurate and that Traditional Medicinals, Inc. has substantiation
that the statement is truthful and not mlsleadmg ,

YOWS.

Drake Sadler, CEO
Traditional Med1c1nals, Inc.
4515 Ross Road

Sebastopol, California 95472
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